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IFOSFAMID
Bidiphar 1 g

lfosfamid 1 g

COMPOSITION:
Each vial contains:
lfosfamide,...........
Excipientsq.sto.. .1vial

INOICATIONS, CONTBA-IN DICATIONS,
OOSAGE, ADMINISTRATION ANO

OTHEB INFORMATION:
See the enclosed leallet in box.

STORAGE: ln dry place, temperature not

exceeding 300C, protected trom light.

SPECIFICATIor,I: USP

CYTOTOXIC AGENT
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IFOSFAM!D
Bidiphar 1 g

lfosfamide I g

Prescription drug

Box of 1 vial o, lyophilized
powder for injection
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To r-ruoNc nAx sunuxc rnu6c

BIDIPHAR lG

ditng theo don thu6c

trd em

tldn sil'd4ng tru'ti'c ktti tling

t, Thinh phin c6ng thri'c thuiic: cho 1 lo bQt d6ng kh6 pha

ti6m:

- Thdrrh phAn hoat ch6t:

Ifoslamid lg
- Thdnh phAn t6 dugc:

T6 dugc vdllq
(D-Mannitol, Dinatri hydrogen phosphat. l2H2O,

Natri dihydrogen phosphat.2H2O)

2. Dgng bio ch6:

2.1. D4ng bdo ch6: BQt dOng khd pha ti6m

2.2.M0 tA dang bdo ch6:

B6t d6ng kh6 pha tiOm mdu tr6ng.

3. Chi tllnh:

Ifosfamid ld thu6c gdy dQc t6 bao chi dinh didu tri c6c bQnh

6c tinh. Ifosfamid c6 tho dtng don tri hoic cfing c6 the ph6i

hqp vdi xa tri, phiu ilru{t hay c6c thu6c gay dQc tii bao kh6c.

4. Lidu ding vi c6ch dtng:
4. l. Li6u dtng
- Ifosfamid chi nOn duoc st dgng khi c6 c6c diAu kiQn theo d6i

thrrdng xuy€n c6c th6ng s6 tam sdng, h6a sinh, huy6t hgc d

trudc, trong vi sau khi didu tri vd du6i sg hu6ng ddn trgc titip

cira c6c b6c si c6 kinh nghiQm v6i lo4i ttrudc ndy.

- Lidu dirng phdi tty theo tirng bQnh nh6n. Li6u vd thdi gian

di6u tri vd/tro[c khoing thdi gian di6u tri ttry thuQc vdo chi

dinh, k6 ho4ch di6u tri ph6i hqp, tinh trang sfc kho6 vd chric

ndng c6c co quan c0a bQnh nhdn; ktit qui theo d6i c6c x6t

nghiQm.

- Khi k6t hgp v6'i c6c thu6c kh6c c6 dQc tinh tuong ty, c6 th6

cdn phfri giim ti€u ho{c k6o dt\i khoang thdi gian gifra cric dqt
..:

dreu til.

- I'ILr6'ng din vd phdc d6 liOu dtng rlugc s[r dr,rng cho hdu h€t

crlc chi dinh rluo.'c dua ra b€n du6i:

+ 8 - 12 g/rn'duo.'c chia thdnh c6c liAu nh6 bing nhau, dtng

du6i d4ng lidu duy nn6t m6i ngdy, trong 3 - 5 ngdy, l{p lai m6i

2 - 4 tuAn.

+ 5 - 6 glmz (t6i da l0 g) dugc truyAn trong 24 giq lAp lai m6i

3 - 4 tuAn.

- TAn su6t sir dung dugc xdc dinh theo mric d0 ric chti tty
, ,a ,

xrrorrg vir thdi gian ci6 phtrc h6i ddy d0 chrlc ndng tty xuong.

S5 luqng dqr didu tri th6ng thudng ld 4 dgt, ilrung c6 th6 dtin 7

do.t (6 dqt d6i v6i phuolg ph6p truydn trong24 gid). Di€u tr!

lap l4i dA dusc sit dpng khi bi tdi ph6t.

- pO AU phdng t6c dpng dQc voi bdng quang, phii dtng

ifosfamid kdm vdi b6 sung nhi6u nudc, ttii thlCu 2 lit dlch uiing

hoic ti€m truy6n tinh mqch m6i ngdy, Mesna ndn dugc sri dung

dO phdng vi0m bdng quang chdy m6u. Ifosfamid n€n duqc ti0m

dudi d?ng truyon tinh mach chfm trong thdi gian ttii thi6u 30

phrit. C6c nghidn criu vd sir dpng ifosfanlid cho nhinrg b0nh

nhdn suy gan ho{c suy thfln chua dugc thpc hiQn.
* Sir tlgng cho cdc aiii tuqng il{c biQt:

- S* dyng 6 bQnh nhdn suy thdn:

+ O nhfng bQnh nhdn suy thQn, d{c biQt b6nh nhin suy thin
n{ng, bdi tit5t qua thfln bi giAm c6 th6 lam tdng nerng dO

ifosfamid vd c6c chAt chuy6n h6a cira n6 trong huy6t trLong.

Ditiu ndy c6 th6 din d6n tdng dQc tinh (nhu dQc tinh thirn l<inh,

dQc thfln, dQc tinh m6u) vd cdn xem x6t khi xirc dinh liiLr tr

nhfr'ng bQnh nhdn ndy.

+ Iloslamid vd c6c ch6t chuyi5n h6a c0a n6 dr.ro;c thim thch.

- Str dyng 0 bQnh nhdn suy gon:

Suy gan, d[c biQt n6u n6ng, c6 th6 li6n quan cli5n vi6c Lini giiirn

kich hogt ifosfamid. Diilu ndy c6 th6 thay d6i hieu qud cliiiu tr!

c0a ifosfamid. Albumin huytit thanh flr6p vii suy gan cfrng duoc

xem ld y6u t6 nguy co ddi vdi ti6n triiSn d$c tinh thAn kinh, SLry

gan c6 thi3 ldm ttrng su tao thdnh ch6t chuydn h6a duoc tin li)
, .l

gdy ra holc g6p phdn vdo dQc tinh th6n kinh vd cting g6p phiin

ldm dQc thfln. Di6u nAy cdn duo. c xern xdt khi chon li6u vd girii

thich drip ring vdi li€u duqc chgn.

- Stt dltng o trd em:

+ d tre em, lidu luqng vd c6ch dtng nOn dugc xtic dinh dLra

theo loai kh6i u, giai do4n khtii u, tinh trSng chung c0a bQnh

nhAn, b6t k! liQu ph6p gAy dQc tt5 bdo tru6c d6 vd n6u liQu phip

h6a tr! hay x4 tri du-o.c sri dung d6ng thdi. C6c thir nghienr liinr

sdng liOn quan d6n li6u lugng:

++ 5 g/nr'? trong24 gid.

++ 9 {nt2 duoc phdn thinh li0u nh6 bang nharr, dirng dtr(ri clarrg

.,1 , . 1 :,
li6u duy nhdt mdi ngdy, trong 5 ngiry.

++ 9 glm2 dugc truydn li6n tuc trong 12 giit,l$p lai m6i 3 tuin.

- Sit dttng 0 benh nhdn cao tili5i:

N6i chung, lua chQn 1i0u dirng cho bQnh nhdn cao tu6i nen thAu

trgng, didu ndy ph6n 6nh tAn su6t l6n hon d nguoi cao tr''ui bi

giAm chrlc ndng gan, thfln, hoac tim vi c6 b€nh kdnr theo hoitc

cdc liOu ph6p tri liQu kh6c.

4.2. C6ch ding
- Pha thu6c dC tlOm bang c6c dung clich loqi ti0m nhu: dcxtrose

5%; NaCl 0,9%, Ringer lactat, nudc cdt v6 khuA,r.

- C6ch pha: th€rn 20 ml dung dich pha thu6c vdo lq thtr6c de

dugc dung dich 50 mg/ml. C6 th6 dtng ngay dung dich 50

mg/ml hoflc pha lodng ti6p dung dich ndy d6n n6ng dO 0,6 - 20

mg/ml.

- C6c dung dich ndy tuong thich v6i thiry tinh, vdt chua bting

nhr.ra PVC ho{c polyolelin.

4.3. MOt s6 lrru y dtic bigt vA xir li thu6c tru6c vti sau khi str

dpng:

- CAn ki6m tra bing mit thubng xetn c6 ch6t vAn vd bi6n rnriLr

trong cdc ch6 phAm thu6c tnrdc khi dirng'

- Trudc khi sir dgng, thu6c c6n phii dugc hda tan l'rorin todn.

- C6c khuyi5n c6o b6o v6 sau d6y dugc khuyOn dirng khi xu Ij
thu6c do tinh ch6t g6y dQc cira hoat ch6t:

+ Vi6c hoAn nguy6n vd st dgng thu6c chi clugc thyc hiQn boi

c6c nh6n viOn 116 du-o. c tldo tao. NhAn viOn mang thai vd clang

cho con bri kh6ng duo. c ldm viQc v6i cdc thu6c gdy dQc to bao

+ CAn phdi trang bi quAn 6o bao hQ, kinh b6o h6, mirt na vii

gdng tay PVC ho{c latex dtng mQt lAn.
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,+ N6n c6 nr6t khu 4rc xiic dinh d0 ti6n hrinh pha thu6c (t6t nh6t
ld noi c6 h0 th6ng dln luu khi kiriu phitin). D6ng thdi, b€ rn{r
ldn\ viQc ndn dugc bdo vQ blng gi6y thAm dirng mQt lAn, nhga

dtng mQt lAn. Trudng hqp v0 tinh ti6p xfic v6i da ho{c mit, rria
ngay bang mQt lugng lOn nudc. Rria bing xA phdng vd nu6c
trdn cdc rung kh6ng phdi mdng nhAy. phAn thu6c bi <ftinh d6 ra
ngodi phdi tlugc lau chtri bing kh6n kh6 ho{c khtrn uot, dirng

mQt lAn.

+ CAn thQn trgng khi xri lj tdt ce cilc vAtdung lo4i b6 (6ng ti6m,

kim ti€rn vd c6c khin st dr.rng mQt lAn,...). C[c v{t dpng dE sri

dung phAi duoc dit trong c6c thtng chria an todn d6 thiOu hriy
trong ld d6t o nhiet dd cao thich hgp.

5. Chiing chi tt!nh

Ch6ng chi dlnh dtng Ifosfamid Birtiphar I g d nhfng bQnh

nhdn:

- Duqc bi6t m6n cim v6i ifosfamid ho{c v6i U6t ty tnann ptAn

ndo cta thu5c.

- Tic nghOn dudng titlt niQu.

- Suy giArn chr?c ndng t0y xuong n[ng (d{c biet d nhfng bQnh

nh6n di duo. c diOu trl trudc d6 v6i cic tiic nh6n gdy dQc tti bdo

hotrc xa tri).

- Vi6nr bdng quang.

- Suy gidnr clrfc n6ng th6n.

- Suy gan.

- Nhi6m trtng cAp tinh.

6. Cinh b6o vi thfn trgng khi dirng thu6c

O6i vOi ttrng bQnh nhAn, c6c ytiu tii nguy co vdi el6c tinh cria

ilosfamid vd bi6n chung tlugc m6 ti du6i d6y vd trong c6c phAn

kh6c c6 thO chdng chi dinh dirng ifosfarnid. Trong c6c trudng

hop nhrr vdy, ddnh gi6 nguy co vd lgi ich khi sir dpng lA cAn
..!

thlet.

Suy tiiy, ric ch6 mi6n dich vi nhi6m tring:
DiAu tr! vdi ifosfamid c6 th€ gdy suy triy vd ric chti d6ng kii cdc

phdn irng miEn dich. Didu nAy c6 th6 d6n d6n nhi6m trtng
nfng. Tri vong do suy triy li6n quan di5n ifosfamid itd tluo. c biio

c6o.

Di6u tri vdi ifosfamid thuong gdy gi6m s6 lugng bqch cdLr,

thuorrg xty ra vdo tuAn thri 2 sau khi tiOnr truydn. Sau dti, s6

luong bach cdu tdng trd l3i.

Suy tfry nt'rng vA irc ch6 mi6n dich phii dugc drJ tinh tru6c clAc

biQt d nhfrng bQnh nh6n didu tri trudc ho{c di6u tri ddng thdi

vdi ciic t6c nlr6n h6a tri ho{c g6y dQc tr6n m6u, liQu ph6p x4 trl

holc ric ch6 mi6n d!ch.

Khi dugc chi dinh, cAn xem x6t sri dpng c6c t6c nhdn kich thich

tpo m6u (c6c nh6n tti ting tru6ng vd t6c nhdn kich thich t4o

h6ng cAu) d6 gi6m nguy co bi6n chirng do irc ch6 triy.

Nguy co suy tiry ld php thuQc li6u vi tlng l6n khi sri dgng lidu

cao duy nhit.

Nguy co suy tiry tang d bQnh nhdn bi gidm ch*c ning thqn.

U'c ch6 rnidn dlch ndng dAn d6n nhi6rl trtng nghiEm trgng, d6i

khi gdy tft vong. C6c lo4i nhi6m trirng ctd dugc b5o c6o g6m:
.^ , l. - , . ,.7

vi0m ph6i cirng nhu ciic nhi6m trung do vi khu6n, ndm, virus vd

kf sinh tring. NhiSm trtng huy6t vi s6c nhi6m trtng cfrng cld

clugc b6o c6o.

C6c nhiSm trirng tidm An c6 th6 dugc kich trogt. d nhfng bqnh

nhdn clugc diAu tri vdi ifosfamid, viQc kich hoqt nhi6m trirng do

nhi6u loai virus klldc nhau dd tlugc b6o c6o.

Theo d6i ch{t ch0 dQc tinh tr6n huy6t hec clugc khuy6n ciio.

Diinh giri muc dQ sti lugng bgch cAu, sii luong ti6u cdu cin
dtrgc thgc hiQn trudc khi didu tri vd tai cdc khoAng thdi gian

thich ho.p sau khi ti0m truydn.

DQc tinh thin kinh vA rIQc tinh hQ thAn kinh trung uong
(cNS):

ViQc di6u tri vdi ifosfamid c6 th6 gAy ra cdc dQc tinh tr6n CNS

vi c6c tlQc tinh thAn kinh khric.

D$c tinh thAn kinh c6 ttrd bi6u hign trong vdi gid diln vdi ngaiy

sau khi ding li6u dAu ti0n vd hAu h6t c6c trudng ho.p xdy ra

trong vdng 48 ddn72 gid sau khi ngung st dpng ilosfamid. Ctic

triQu chtng c6 th6 kdo ddi l6u hon. Thinh thoAng, viQc phr,rc h6i

li kh6ng hodn toAn. Dd c6 b6o ciio v'3 trudng hgp tt vong do

ngQ dQc tr0n h€ thAn kinh trung uong.

Dd c6 b6o cdo vd trudng hgp t6i ph6t dOc tinh tr0n CNS sau

mQt vdi dqt di6u tri kh6ne c6 bi6n c6.

DQc tinh tr€n CNS phq thuQc li6u.

C6c yi5u t6 nguy co khdc dd tlugc chilng minh holc thiio luiin
, ....^ . l

trong cac lal lrgu bao goln:

- RtSi lo4n chric ndng th6n, creatinin huy6t thanh cao.

- Albumin huy6t thanh th6p.

- R6i lo4n chfic ndng gan.

- N6ng dQ bilirubin vd hemoglobin th6p, giim sti lugng b4ch

cAr.

- Nhi6m toan, bicarbonat huytit thanh th6p.

- M6t cAn bing diQn gidi, h4 natri rn6u, ti6t ADH khdng thich

hgp, sp thu n4p cdc dung dich th6p.

- C6 di cdn n6o, bQnh tr6n hQ CNS trLrdc d6, chi6u xir ndo.

- Xo cr?ng n6o, bQnh ly mqch m6u ngoai vi.

- C6 c6c khiii u d btlng dudi, chu6ng bung.

- Tr4ng thiii hoqt d$ng kdm, tui5i cao.

- 86o phi, gi6i tinh nt.
,, i- Tuong tdc vfi c6c thu6c khdc (nhu apretitant, ric chO CYP

3A4), rugu, lqm dung thu6c, di€u tri trudc d6 vdi cisplatin.

N6u bQnh ndo ti{in tri6n, ngung sfr dung ifosfamid.

C6c c6ng b6 da Uao c6o ci viQc sri dpng thdnh c6ng vd kh6ng

thdnh cdng xanh methylen d6i vdi viec di6u tr[ vi clg phong

bQnh ntro li€n quan ifosfamid.

Do klrd ntrng xtty rat6c dung phu, cdc thu6c tdc dQng trOn CNS

(nhu: thLr6c ch6ng n6n, thu6c an thin, thu6c ngri, hoflc thu6c

kh6ng histamin) phAi duqc sri dr,rng thfln trgng, n6u cAn thi6t,

kh6ng dugc tiilp tgc stl dpng trong trudng hgp c6 bQnh ndo do

ifosfamid.

DQc tinh trOn th$n vir tii bio Urothetial (tii bAo chuy6n ti6p1.

Ifosfamid gdy tlQc ci trOn thfln vd trong nu6c titiu.

Chrlc ndng cAu thdn vA 6ng thfln phAi duqc ddnh giri vd ki6m tra

trudc khi bit dau di6u tr!, cfrng nhu trong vd sau khi diOu tri.

CAn xem x6t viOc theo d6i l6m sdng ch6t chE c6c ch6t h6a hoc

trong huy6t thanh vi nudc tiiiu, bao gdm: phospho, kali vA cdc

th6ng s6 tht nghiQm thictr hgp kh6c di5 x6c dinh dQc tinh trOn

thfn vd dQc tinh t6 bao urothelial.

- Tdc dqtng gdy d1c thdn:

Tri vong do <lQc tinh tr€n than tl6 tlugc ghi nh{n.

Rtii lo4n chfic ndng thfln (cAu thfln vA 6ng th{n) sau khi dnng

ifosfarnid ld r6t hay gflp.

Sg ph6t tri6n cta hQi chimg tuong ttr nhu SIADH (hQi chrlng

ti6t horrnon bdi niQu kh6ng thich hqp) dh dtroc b6o c6o.
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'l'6n thuorg 6ng thfln c6 th6 trd nOn 16 rdng trong khi diAu tri
, ho{c sau khi ngung didu tri vdi th6ng ho{c thdm chi vii nim.

Rdi loqn chric ndng iing thfn ho{c cAu thfln c6 th6 xiy ra theo

thdi gian, nhmg v6n 6n dinh ho{c ti6n triiSn trong khoing thdi
gian vdi thring hoflc vdi nf,m, thflm chi sau khi kiit thric diAu tri
vdi ifosfamid.

C6c yi5u td nguy co ldm thng c6c bi6u hiQn tdm sing cia etQc

tinh tr6n thdn, gdm:

+ Li6u tich lfry l6n cta ilosfarnid.

+ DA bi suy th6n tir tru6c.

+ Di6u tr! tru6c d6 holc d6ng thdi vdi cdc thu6c c6 khd n6ng

gdy <lQc thfln.

+ Tre em nh6 tu6i.

+ DU trt d 6ng sinh niQu bi gidm nhu d nhfrng bQnh nh6n c6

kh6i u than vd cld ctugc x3 tri d thfln ho4c cit thfin mQt b6n.

- Tcic d4ng gdy dQc ftn td bdo urothelial:

Sir dpng itosfamid thuhg k5t hgp vdi t6c dQng gdy dQc trong

rnrdc ti6u, c6 th6 giAm bAng c6ch ding mesna dg phdng.

Vi0nr bdng quang c6 x,r6t huytlt cAn phtii truydn m6u ctd ctuqc

b6o crio khi sr? dgng ifosfamid.

Nguy co viOrn bdng quang c6 xu6t huy6t phU thuQc li6u vd tdng

l6n khi sri dqng lieu duy nh6t so vdi sri dpng ifosfamid dugc

chia li6u.

Tru6c khi bat diu tti6u tri, cAn phdi loai trt ho{c sria b6t k) c6c

tic ngh0n dudxg ti6t nieu.

Trong vd ngay sau khi sri dqng ifosfamid, cAn phdi bn dt luqng

ch6t l6ng (bdng cdch u6ng ho{c tiOm truy€n) d6 gdy lo. i tiiiu vd

gitni nguy co nhiSm d6c drrong ti6t nieu.

Iloshrnid nOn cluo.c sti dpng thdn trgng dnhtng bQnh nhAn bi

rrhi6m trung duong ti€u.

Xq tri trong qu6 khri ho{c d6ng thoi d bdng quang ho{c diAu tri
vdi busulfan c6 th6 tang nguy co vi6m bang quang c6 xu6t

huytit.

DOc tinh trOn tim, sir dr;ng & bQnh nhAn c6 bQnh tim m4ch:

Tri vong li€n quan dtin nhi6m dQc tim do ifosfamid di dugc bdo

c6o.

Nguy co ti6n triiln c6c clQc tinh tr0n tim php thuQc li6u. N6 t6ng

lOn d nhimg b0nh nhin da ditiu tri trudc el6 ho{c dOng thd'i voi

cdc thu6c gdy dQc tim kh6c ho{c xa tr! 6'vung tim vd c6 thii cA

suy thfn.

CAn d{c biet than trgng d nhfrng bQnh nhdn c6 c6c ytiu t6 nguy

co gdy dQc tim vd d nhfng bQnh nhdn c6 bQnh tim tir trudc.

Cric bi6u hiQn cria <t$c tinh tr€n tim khi di6u tri voi ifosfamid

bao gdm:

- Loqn nhip th6t ho{c tr€n th6t, bao g6m nhip nhanh nhi/tr6n

th6t, rung nht nhip nhanh th6t ktr6ng c6 m4ch.

- Di0n 6p QRS bl gidrn vd thay d6i s6ng T ho{c do4rr QT.
- B0nh co tim clin d6n suy tim kdnr sung huy6t vd ha huy6t rip.

- Trdn dich nrdng ngodi tim, vi6m mdng ngodi tim, xo h6a

thugng tdm vi.

DQc tinh ph6i:

DOc tinh ptr6l Ain dtln suy hO h6p cnng nhu tt vong d6 dugc

b6o c6o. Vi0m ph6i k€ vd xo h6a ph6i da duqc b6o c6o khi di€u

tri v6i ifosfamid.

BQnh 6c tinh thri' cdp:

Cirng nhu cftc liQu ph6p gdy dQc tt! bao, diOu trl vdi ifosfamid

liOn quan diin nguy ccr xu6t hi6n c6c kh5i u thf c6p vd ti6n th6n

cta kh6i u.

BQnh tic tinh mlch gan:

BQnh t6c tinh mpch gan dd dugc b5o c5o vdi ciic thu6c h6l tri
bao g6m c6 ifosfamid vd ld bi6n clrfng clugc bi6t a6n do ciic ttic

nh6n g6y dgc t6 bAo nh6m oxazaphosphorin gAy ra.

DQc tinh trOn gen: xin xcm nryc 7.

DQc tinh trOn khi ntrng sinh siin: xin xcm mgc 7.

- BQnh nh6n n[ gidi:

V6 kinh dd dugc b6o c6o d nhirng bdnh nhdn r1i6u tri voi

ifosfamid. Ngodi ta, v6i tfc nh6n gdy d6c t6 bdo nh<inr

oxazaphosphorin kh6c, chring kinh nguyQt it ciing dd drroc bio

c6o. Xin xem mpc 7.

- BQnh nhin nam gidi:

Nam gioi duqc di6u tri v6i ifoslamid c6 thd bi gianr tinh trirnll

ho{c v0 tinh trirng. Xin xem mlrc 7.

Phfrn rirng phin vQ, nh4y cfrm ch6o:

Phin img phdn vQ dd dugc b6o c6o khi di0u tri v6i ilosfamicl.

Nhqy c6m ch6o gi$a cic tdc nhfin gdy clQc t6 bdo nlr6nr

oxazaphosphorin tld dugc b6o c6o.

Gi6m qu6 trinh lAnh v6t thuong'
Ifosfamid c6 thti can thiQp vAo qud trinh ldm lAnh v6t thrrorrg.

Ti6m truydn c$n tinh m4ch:

C6c tric dQng g6y d$c tii bao (cht ytiu d gan) cta ifosfanrid xiiy

ra sau khi ti0m truydn tinh mach. Vi vfly nguy co t6n thuonil

mO do v6 tinh ti6m truydn cfln tinh nr4ch ld thip.

Trong trudng hgrp vd tinh ti€m truy6n cdn tinh m4ch, cin ngirng

truyAn ngay lAp tr?c. Dung dich ti€rn itbsfamicl b! thoiit Inirch

phAi duqc hrit t4i ch5 bang 6ng. Ddng thoi ti6n hdnh chc biOn

ph6p thich hgp kh6c.

Sii, dgng & bQnh nhin bi suy th{n:

d bgnh nhan bi suy thin, dic biet ld suy th{n ndng, bdi ti6t qua

thin bi gidm c6 th6 tang n6ng dQ cria ifosfamid vi ch6t chtry6n

h6a trong huytit tuong. Didu ndy din dtin tdng dQc tinh cua

ifosfamid (nhu dQc tinh tren thAn kinh, thfln vd huy6t hoc) vr'r

cAn xem xdt x6c dlnh lidu d nh0 ng b€nh nhdn ndy.

Sir dgng O nhfng bQnh nhfin b! suy gan:

Suy gan d.c bigt suy gan nling, c6 th6 giAn hoqt tinh ctia

ifosfamid. Di0u ndy inh hudng dCn hiQtr qud di6u tri. Albunrin

huytit thanh th6p vd b! suy gan duo. c xem ld c5c y6u t6 nguy co

phdt tri6n dQc tinh tr€n CNS. Suy gan c6 the tang t1o thAnh mot

ch6t chuy6n h6a ttugc xem ld g6p phAn hoflc gAy ra gAy rlQc

tinh trOn hC CNS vi cfrng g6p ph6n dQc tinh tren than.

^.t . i
Di6u ndy cdn dugc xem xdt khi lua chqn Ii0u hoac giai thich

citc dilp rmg vdi li6u drrgc chQn.

Th{n trgng v6'i td du'qc chfa ion natri: Ch6 ph6m c(r thinh.: ^ :
phdn chua ion natri nOn c6n xem xdt tliirr trong khi sir drrng cho

bQnh nh6n c6 chti d$ dn ki6rn so6t natri.

7. S['dgng thuiic cho phr; nfr'c6 thai vri cho con bil

7.1. Sri dgng thu6c cho phq nfr c6 thai:

St dUng ifosfamid tl6 dugc chring minh c6 d$c tinh trOn thai r-r

chuQt, th6 vd do it6 c6 th6 gAy t6n thuong thai nhi khi dirng cho

phg nt mang thai.

CO r6t it dir liQu vd viQc dtng ifosfamid trong thdi kj,mang thai

d ngudi. Chflm ph6t tri6n thai nhi vd ilri6u m6u o'tri so sinh dii

duo.c b6o cao sau khi cluo.'c di€u tr! vdi ph6c dtt c6 sLi dung

ifosfamid. Nhieu khuytit t6t bAm sinh cll duo.c biro c5o saLr khi

sr? dpng trong ba th6ng dAu cfra thai k!. Df liQu h'0n clQng viit

v6i sri dung ifosfamid vd tdc nlrdn g6y dQc t6 br\o nh6rn

oxazaphosphorin khAc cho thiy nguy co khuytlt tdt thai nhi c6
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thii xiy, ra sau khi ngung didu tri nri6n ld cdc t6 bdo trrlmg/nang

di dugc tidp x0c vdi thu6c trong b6t k| c6c giai doan truong

thd'nh cta t6 bdo trring/nang.

NgoAi ra, ti6p xric vdi cyclophosphamid dd dugc b6o cito gAy

sdy thai, di tit (sau khi ti6p xfc trong ba th6ng <liu cta thai k!)
vd Anh hr.rdng di5n tr€ so sinh (bao g6m: giAm b4ch cAu, giArn

toAn th6 huy6t cAu, giArn s6n ttry xuong ntrng, vi€m d4 ddy

ru00.

Dga tr'0n cdc k6t qud nghiOn criu o dQng v{t, c6c brio c6o sfr

dpng d nguo-i vd co ch6 tdc dyng cia thu6c, khuyiSn crio kh6ng

sri dpng iloslamid trong khi mang thai, d4c biQt trong ba th6ng

dAu cria thai kj,.

Trong ttrng truong hgp, lqi ich cia viQc didu trl phii duqc c6n

nhic vdi rfri ro tr€n thai nhi.

N6u ifosfarnid clugc srl dpng trong khi mang thai holc n6u bQnlr

nh6n c6 thai trong khi st dqng thu6c horlc sau khi cliOu tri, bQnh

nhdn cin duoc th6ng btlo v€ nhinrg nguy hi,3rn tidnr ning cho

thai nhi. l']hai ddn benh nhrin tr6nh nrang thai trong thdi gian

dirng thu6c.

7.2. Thdi kj,cho con b[:
Ilosfamid bii tir5t vio stra mg vd c6 thO g6y gi6m b4ch cAu trung

tinh, gidm ti6u cAu, gidm ndng dQ hemoglobin vi ti0u ch6y d tr6

em. Ch6ng chi dinh sir dpng ifosfamid khi cho con bri.
* Khl ntrng sinh sfin:

Ifosfamid cdn trd tAo tning vd sinh tinh. Thutic c6 thtl gdy vd

sinh d cd hai gi6i.

Ti6n tri6n ciia v6 sinh c6 th6 phg thuQc li6u dtng ifosfamid,

thdi gian clidu tri, tinh trang chirc ndng tuy6n sinh dUc t4i thdi

di6m di€u tri.

Ifosfamid c6 th6 g6y m6t kinh t4m thdi ho{c vinh vi6n d php nt
vd giAm tinh trung hofc v6 tinh trung d nam gi6i.

+ BQnh nhAn n[ gi6i:

Phq n[ dugc di6u tri vdi ifosfamid n6n dugc th6ng b6o tru6c

ktri diOu tri v0 khi ntrng phii luu gi[ vd bdo quin trirng.

Nguy co v6 kinh vinh vi6n do thu6c h6a tri ttrng d phq nir lcrn

tuOi.

Nir gi6i cluqc dieu tri v6'i ilosfanrid tru6c tu6i day thi c6 thti

phdt tri0n circ dtrc tinh sinh duc thri ph6t vd c6 kinh nguyQt ddu

dan-

Nfi gi6i sau khi dugc didu tri v6i ifosfamid c6 th6 mang thai.

Nf gi6i vdn duy trl clugc chirc ning budng trung sau khi k;5t

thric didu tri thi c6 nguy co cao bi m6n kinh sdrn.

+ B6nh nhdn nam gi6i:

Narn gi6i dugc di,iu tri v6i ifosfamid nOn dugc th6ng b6o tru6c

khi di0u tri ve khe nlng phAi luu gif tinh trung trong di6u ki€n

thich ho.p.

Chilc nhng tinli dr,rc vd ham nru5n tinh dpc n6i chung kh6ng

gidm.

Nam gidi dugc diOu tri v6i ifosfamid trudc tu6i diy thi c6 th6

ph6t trirSn c6c d{c di6m sinh dpc thf c6p nhung c6 th6 gi6m tinh

trtng ho{c khdng cdn tinh trung.

Teo tinh hodn c6 th6 xiy ra.

Vd tinh trirng c6 thO hOi phpc d mQt s6 tgrtr nhdn, m{c di khA

nang h6i phpc c6 the kh6ng xAy ra trong nhiiiu ndm sau khi

ngurg cliiiu tri.

Nam gi6i sau khi cluoc ditiu tri v6i ifoslarnid c6 thii c6 con.

* DQc tinh tr0n gcn:

Ifosfamid g6y dQc tinh tren gen vd dQt bi6n gen d t6 bdo mdnr

cta nam gi6i vd nfr gidi. Vi vay, phu nfr khdng nOn nrang thai

vd nam gi6i kh6ng n6n c6 con trong khi di€u tr! v6i ifosfamid.

Nt gi6i dugc diAu tri v6i ifosfamid n€n c6 biQn phrlp trtinh thai

it nh6t t ndm sau khi ngmg di6u tr!.

Nam gi6i kh6ng ndn c6 con d6n 6 th6ng sau khi k6t thirc tliiu

tri. Nam gi6i vi n[ gidi n0n st dpng cric biQn phdp tr6nh thai crl

hiQu qud.

8. T6c tlQng cta thu6c khi l6i xe vir v$n hirnh mriy

T6c dpng phu trOn hQ thin kinh trung uong c6 th€ ldnr suy gidnr

thodng qua khi nlng l6i xe vi vfln hdnh mdy m6c.

9. Tuong tdc, tufirg ky ciia thu6c

9.1. Tuong tiic crla thu6c:

CAn phdi d6nh giri thin trgng lgi ich vA nguy co viQc srr dprrg

d6ng thdi ho6c ndi ti6p vdi c5c ch6t khdc ho{c cric clidu tr! khric

c6 th6 tang khi ndng hoilc mrlrc clQ nghi€nr tr'gng cua clQc tirrlr

(bing cdc tuong t6c dugc dQng hgc vd drrgc ltrc hec). BQnh

nhdn clugc di6u tri k6t hQp nhu vfy cAn dugc theo doi chit che

cdc d6u hiQu cta dQc tinh d6 c6 biQn ph6p can thiQp kip thdi.

B$nh nh6n clang ttugc di6u tri vdi ifosfamid vd c6c t6c nhdn

giim ho4t tinh crla ifosfamid cdn dugc theo ddi viQc gidm hiQu

qu6 didu tri va cAn thitit phii diau chinh lii,u.

Tdng dQc tinh fen huyiit hpc vd/hodc ilc cha mi6n dlch cd tha

do cdc kil hqp sau:

- Thu(ic ric ch6 eCE: Thu5c rlc ctr6 acg c6 thc g6y giim bach

ciu.

- Carboplatin.

- Cisplatin.

- Natalizumab.

Tdng dQc tinh ffAn fim cd thd do kA hqp vOi cdc tac nhdn sau;

- DAn ch6t anthracyclin.

- Chi6u x4 vtng tim.

Tdng dQc tinh ftn phdi c6 thd do kA hW voi cac ttic nhdn satr;

- Arniodaron.

- G-CSF, GM-CSF (c6c yiiu tt5 kich thich tao bach ciu hat, cric

yeu t6 kictr thich t4o dqi thqc bdo).

Tdng dQc tlnh t|n thdn cd thA do kil hqp vhi cdc tdc nhdn sau

- Acyclovir
- DAn ch6t aminoglycosid.

- Amphotericin B.

- Carboplatin.

- Cisplatin.

Tdng nguy co viAnt bdng quang c6 xuiit huydt do kat hqp t'6'i

cdc tcic nhdn sau:

- Busulfan.

- Ctri6u x4 bdng quang.

Tdc dung phu ffAn CNS cd the do kA hqp vdi cac titc nhdn satr:

^. LI- I huoc cnong non.

- Thutic khiing histamin.
^. I- lhuoc me.

- Thu6c an th6n.

Thuiic gtiy cam img enzym gan vd enzym ngodi gan (nlw enzyP

CYP450): khd ndng rdng cudng tso thdnh cac chtit chuyin hda

liAn quan dQc tinh fin 16 bdo vd cdc dAc tinh khdc (phr,r thu6c

vdo cdc enzym bi cdm ilng) phdi du:gc xem xdt lrong cdc tru'dng

hqp diiu tri tnrhc dd hoQc ding thdi vdi cdc tac nhdn sau ddy:

- Carbamazepin.
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- Corticosteroid.

- Rifampin.

- Phenobarbital.

- Phenytoin.

- C6y c6 th6nh John.

Chtit tic chd Cyp 3A4: su. hoat h6a vd chrty€n h6a ctja

rfus/amid bi gidm ldm thoy rliii hidu qtrci diiu tri ctia ifodamicl.

Str tic ch€ CyP 3A4 ciing c6 th€ tdng cui'ng tso thdnh chtit

chuy€n h6a gdy dQc he CNS vd thqn. Thtdc ilc cnd CypS,ll
bao gim:

- Ketoconazol

- Fluconazol

- Itraconazol

- Sorafenib

Aprepitant: C6c b6o c6o dd xu6t dQc tinh thin kinh do

ifosfamid duoc tdng cudng d nhfing bQnh nhdn di6u tr[ dU

plrdng ch6ng n6n voi aprepitant - tdc nhAn gdy ci cdm ring vd

ilc ch6 vua phrii CYP3A4.

Docetaxel: Di c6 b6o b6o vO trudng hqp tdng dQc tinh tr€n

dudlg ti€u h6a khi sri dgng ifosfamid trudc khi ti6m truydn

docetaxel.

Ccic ddn xutit coumarin: DI c6 b6o c6o vi trudrng hgrp tdng INR
d bQnh nhdn khi sti dgng ifosfamid vd warfarin.

Vlic xin: Tdc dpng ric chii mi6n dich cria ifosfamid c6 thii ldrn
, .. !

girinr ddp ilng vdi vic xin. Sir dpng c6c vtrc xin s6ng c6 th€ ddn

cltin nhi6m trirng do vic xin.

Tcrntoxifen; Sir dqng d6ng thdi tamoxifen vd thu6c h6a tri c6

ft6 tang nguy co bi6n chr.ing huyiit kh6i tic m4ch.

Cisplatin: MAt thinh gi6c do cisplatin gey ra c6 th€ trAm trgng

hon khi dirng ddng thd'i vdi ifosfamid.

Irinotecan: Sy t4o thdnh ciic ch6t chuy6n h6a c6 ho?t tinh cta
irinotecan c6 thii gidm khi dtng irinotecan vdi ifosfamid.

Rumt 6 mQt s6 bgnh nhdn, ruou c6 th6 lam tdng bu6n nOn, n6n

do ifosfanrid g6y ra.

Dnng d6ng thdi thu6c tri tiOu duong nhu sulfonylurea vd

iloslamid c6 thri ting tdc dpng ha dudng huy6t.

Trrong t6c theo lf thuy6t cria ifoslhmid vd allopurinol dhn dr5n

tlng ric ch6 tty xuong.
.ly.z. lvortg Ky cua tnuoc:

Do khdng c6 c6c nghiCn cfu vd tinh tuong ky cta thui5c, kh6ng

trQn ldn thu6c ndy vdi cdc thu6c kh6c.

10. Tdc dr;ng l<h6ng mong mu6n:

C6c t6c dpng phu vd tAn su6t phan lo4i du6i ddy dugc x6c dinh

dua trOn cdc tdi liQu m6 td trong c6c thri nghiQm l6m sdng vcri

liQu ph6p didu tri clon li€u vd li6u t6ng ld 4 - 12 glmz m6i dqt

(lreu tfl.

Tnn sudt c6c t6c dung phq dugc phdn loqi nhu sau: r6t hay gflp

(2 l/10); hay s6p e 1/100 di5n < l/10); it eip e l/1.000 <

l/100); hitim gAp (Z 1/10.000 d6n < 1/1.000); r6t hit5m gap (<

li 10.000); chua 16 (kh6ng u6c tinh duqc tit dt li€u c6 sin)

He cd

quan sudt

Tin T{c dgng khdng mong mu6n

Nhi6m

trtng vd

nhi5nr

ky sinh

tring

Hay

c4p

NhiSn trDng (bao gdm ci ho4t

h6a c6c nhiSm trtng ti0m An)

Chua

rd

Nhi6rn khLrin huy6t (s6c

nhi6m trtrng) *

\
q
IET I

ilNl

R),

d6?

He c0

quan

Tin
su6t

Tdc dr.;ng kh6ng nroug mu6n

Ciic u

ldnh

tinh, 6c

tinh vd

khOng

xric dlnh

(bao

gom ca

citc

nang,

th6i u;

Chua

rO

Kh6i u thit cdp * (bao gdm cri

ung thu biOu m6 dudng ti€t

niQu, hQi chinrg loan san tiry,

bQnh bqch cAu c6p tinh, bCnh

b4ch c6u c6p clong tiry, Lr

lympho Qr lympho khOng

hodgkin), sarcom, ung thu'

bi€u mO tti bdo th6n, ung thu

tuyi5n gidp); phdt tri6n cLic kh6i

u tiOrn An *.

ROi lo4n

hQ th6ng

rr6u vd

bach

huy6t

Rat

hay

cdp

Suy tiry (girim b4ch cCu, giiinr

ti€u cAu)

Chua

rd

Thi6u nr6u, m0t bach cAu hat,

nhi6m dQc huytit hoc * (thi6u

rniiu tdn huy6t, nrethenroglobin

truyt5g, thitiu m6u bdt sin tiiy,

tl6ng m6u rdi r6c nQi rnach, hOi

chirng tdn huy6t ure huydt,

thi6u rn6u d tr0 so sinh.

Rdi loqn
,^,1
lre tnong

.:
mlen

dich

Chua

r6

Phir nrpch *, phtin irLrg phrin

vQ, rlc chil mi6n dich, me cluy.

phin irng qud m6n

R6i lo4n

n6i ti6t

Chua

r6

HQi chrmg tang tiet hortnou

ch6ng bdi niQu kh6ng thich

hqp (SIADH)

R6i lo4n

dinh

du6ng

vd

chuy6n

h6a

Hay

cap

Chan 5n

Chua

ro

HQi chrJmg ly girii kh6i tr.

nhiSrn toan chuy6n lrul, girrrrr

kali m6u, giirm canxi miu,

giinr phosphat tn6u, tirtg
eludng huy6t, chilng uiing

nhi6u.

R6i loan

tdm thAn

Chua

rO

B€nh cdrn, thay ddi trang thiri

tAm thdn (hung chm, hoang

tudng, io tu6'ng, rnO stng, r6i

lo4n t6m l;i, m6t tri nh6, ccrt

ho6ng 1o4n), chfmg nhai loi, tu

duy ki0n dinh.

R6i loan

hQ thAn

kinh

rd

Chua Nhi6m c10c CNS (b0nh niio,

dqi tiQn kh6ng tg chir, trang

th6i dQng kinh x (co giAt vd

kh6ng co giflt), r6i lo4n vdn

dQng, r5i lo4n ngoai thrip, r6i

lo4n d6ng di, chftng loan cflrr

ng6n); bQnh lj thin kinh ng,,ai

biOn (giam cAm giirc, bOnh di

cdm); chiurg suy trr th6 viin

dQng; dau dAy thAn kinh.

Rdi loan

mdt

Chua

rO

fct.,i6,.,, tt',l; vi0m ktit niac; liich

rlrng mit.
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He' c0

quan'

Tin
I

suat

Tdc dqng kh6ng mong mu6n

R6i lo4n

tai trong

vd tai

Chua

ro

Di6c; ch6ng mdt; t tai

ROi loan

tirn

It gap Nhi0rn d6c tim +

Chua

r6

Chfrng loan nhip tinr (bao gdm

r6i lo.1n nhlp th6t vd nhip tr6n

th6t); rung tdm nhi; co thit tdm

nhi s6m; nhip tim chqm;

ngung tim i; nh6i m6u co tim;

suy tim *; xudt huyiit co tim;

dau th6t ngyc; b€nh co tim *

@ao gdm ci bQnh co tim sung

truy,iQ; U6t thudrg diQn tdrn dt)

doan S'[; diro ngugc diQn tdnr

dd s6ng T; b6t ttrudng dign

tam d0 phtc hqp QRS.

R6i logn

m?ch

It g{p Hq huy0t 6p

Chua

rO

Thuyen tic phdi; huy€t khdi

tinh m4ch s6u; hQi chimg rd ri
mao m4ch; vi6m mach; tdng

huy6t ap; d6 brmg

R6i lo4n

ho h6p,

l0ng

ngyc vd

trung

thAt

Chua

ro

Suy hd h6p *; hQi chrlrng suy

h6 hip c6p ti6n tri6n +; tlurg 6p

ph6i; bQntr ptrOi tce * (v6i bitiu

hiQn so h6a ph6i); vi0m ph6i

*; phn ph6i *; trdn dich mAng

ptrOi; thO thd; gidm oxy huy6t;

ho.

R6i loan

ti0u h6a

Rat

hay

cap

Bu6n n6n/n6n

Chua

ro

Ti0u chiy; vi0nr rniQng; vi6m

ru0t k6t; vi6m tuy; tic ruOt;

xuSt huytit ti€u h6a; lodt ni6rrr

nrqc; t6o b6n; dau bung; tdng

ti6t nudc bqt

R6i loan

gan mft
Hay

cap

Nhi6m dQc gan

Chua

ro

Suy gan; benh tac tinh mach

gan; huy6t kh6i tinh mach cria;

vi€m gan ticu t6 bdo

R6i loan

da vd

m6 du6'i

da

Rat

hay

cap

Rung toc

Hi6m

c6p

Vi6m da; ph6t ban c6 mgn nh6

dda

Chua

ro

Hoai tri thuqng bi nhi6m dQc;

hQi chr?ng Stevens - Johnson;

hQi chr?ng vtit ban d6 m6t cam

gi6c d long bdn tay - ban

chAn; vi€m da nhac lai do bfc

xq; hoai tir da; srmg mAt; phAt

ban; ngria; ban tl6; tdng sic tii

d da; tdng titit mO trOi, r6i loan

m6ng

qu,rn

H9 c0 Tiin

suit
T6c dqng l<h6ng mong mu6n

Rdi loan

co

xuoxg

vi mO

Iren ket

Chua

rO

Ti6u co vdn; lodng xuong;

bQnh cdi xuong; chflrn ph6t

tri6n; chirng dau co; chring clau

kh6p; co gi{t co blp.

Rat

hay

cap

Vi6m bing quang xuAt huydt;

ti6u ra mdu; r6i lo+n chirc ndng

thdn *; suy thfln c6p.

R6i lo4n

thfln vA

dudng

ti0u Chua

rd

Suy thQn mdn tinh; acid amin

niQu; phosphat niQu; hQi ch*ng
,^ l

fanconi; vi0rn 6119 thiirt kJ; trin

thuorrg ciu trrlc thlin; ddi thao

nhat do th0n; ti6u nhi0Lr; chfrng

drii clinr; cinr giic nu6c tiCtr

cdn so6t l4i

Chua

rd

V6 sinh; suy bu6ng trfng; mdn

kinh sorn; v6 kinh; r5i lo4n

ryng trirng; vd tinh trtng; giArt

tinh trtng

Rdi lopn

h0 th5ng

sinh sAn

vA vu

Chua

16

Chflm ph6t tri6n thai nhiRdi lo4n

di

truydn,

gia dinh

vd b6m

sinh

Vi6m tinh mAchHay

clp
It cap MQt m6i

R6i lo4n

chung

vd tinh

trang tai

ch5 ti6rn

Chua

r6

Kh6 chiu; suy da pht tang *;

suy gidnr thti chit; phAn fnrg

tai ch5 ti6rn/ ti6rn truydn; Phtr

nd; dau; s6t; 6n lanh

ca qu6 gAy tt vong

Hufng din cdch xir tri ADR:

- Ifosfamid lu6n dugc dtng vdi mesna d6 d1r phdng tiic dung

dQc d duorg ti6t nieu.

- Khi xAy ra nhfing triQu chimg thAn kinh, phdi ngring dirng

ifosfamid vd di6u tri h5 trg cho d6n khi kh6i hoAn toan cdc triOu

chimg ndy. ViQc chia thu6c thdnh nhimg li0u nh6, tiiip nhiOu

nu6c vi dtrng thu6c b6o vQ nhu mesna c6 th6 larn gidm ddng krl

ti le ddi ra mdu, dic bi€t d6i ra mdu n[ng, k6t ho.p vdi vi0rn

bdng quang chAy mdu. Khi dtng ifoslarnid f6t hqp v6i nhtng

thu6c suy giAm tty kh6c, cAn diAu chinh liOu'

- C6 the diOu tri bu6n n6n vd n6n b6ng thu6c ch6ng ndn.

11. Qud lidu vi c{ch x['tri:
I l.l. Qu6 li€u:

Hflu qud nghidm trgng cfra qud lidu bao gdm cdc bi6u hiQn dOc

tinh phu thuOc li6u nhu: il0c tinh tr6n hQ thAn kinh trung uo-ng,

dOc tinh thfln, suy tty, vi6m ni€m rrgc'

11.2. CAchxt tri khi dirng thu6c qu6 lieu:

- B9ntr nhdn bi qu6 li6u n6n dugc theo d6i chdt ch6 su ti6n triin

crla il6c tinh.

- Chua c6 thu6c giii dOc dic hiQu vdi ifosfamid.

- Xri lj qu6 li6u g6m c6c biQn ph6p h6 trg bao g6m cA c6c diiiu

tri hiQn d4i thich hgp AOi vOi Uat kj' c6c nhi6m trtng kdm theo,

suy tty hoAc c6c et6c tinh kh6c (n6u xdy ra).
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- Ifosfamid cfrng nhu cric ch6t chuyiln h6a cria ifosfamid c6 th6

, ' tlugc thAm t6ch, Xem xdt viQc thdm t6ch miiu trong c6c trudmg

hop qu6 lidu nghiOm trong d giai do4n sorn, d{c biQt d nhtng
b0nh nhdn bi suy thdn.

- Dy phdng vi6m bAng qr.rang v6i mesna c6 th6 c6 ich trong

viOc ngln ngtra hotic han ch6 Anh hudng cfra ch.4t d$c trong

nu6c tiiiu do quri liOu.

12. Th6ng tin v6 dug'c lf, l6m strng

12.1 D{c tinh dugc lyc hgc:

- Nh6m dugc lj: Thu6c ch6ng ung thu, ctr6t attcyt h6a; mt t4c

nitrogen.

- Md ATC: L0IAA06.
- Dugc ly vi co chti tdc dr,rng: Ifosfamid lA mQt dhn chdt

oxazaphosphorin tuong tu cyclophosphamid vd gi6ng nhu

cyclophosphanrid, iloslamid drro-c c6c enzym 0 rnicrosom gan

xirc tirc d6 chuy6n h6a tao thdnh nhfrng ch6t c6 ho?t tinh sinh

lrqc. Ch6t chuy6n h6a cu6i cring cria ifosfamid li€n k(it ch6o voi

AND, ngdn cdn sg sao chdp AND vd sy dich mi cta ARN. T6c

dQ chuy6n h6a ifosfamid d gan thdnh ch6t chuy6n h6a c6 hoat

tinh 4 - hydroxy ifosfamid hoi cham hon so vdi

cyclophosphamid, m{c dir sU tao thanh acrolein, dQc vdi bing
quang, kh6ng gidm. Ph6 tdc dung crha ifosfamid lOn c6c kh6i u

d;lc giiing nhu cira cyclophosphanrid nhung ifoslamid c6 ti Ie

cldp fng cao hon va it dQc hon. Do t4o n6n acrolein vd nhirng

chit chuyOn h6a gdy philn ring kh6c, ifoslarnid lu6n duoc dtrng

v6i mesna, dd dg phdng tdc dung dQc t4i iluong ti6t nieu.

12,2Dlc tinh duoc dQng hgc:

- Ndng dQ ifosfanrid vd cdc chAt chuyiln h6a trong huy6t tuong

thay d6i theo c6 thi5. Sau khi truy6n tinh mAch li€n tpc trong 24

gid ifosfamid li6u I ho{c 2 glm2lngdy, n6ng dQ sau 3 ngAy

tuong l}ng la tt 10 - 18 ho{c 15 - 36 pglml. N6ng d0 dinh mt
tac ifosfamid ld din xu6t alkyl h6a chinh dat el6n trong vdng 20

- 30 phrit sau khi truydn mQt lidu duy nhAt vd vio khodng l%
ndng dQ ifosfamid tinh theo mol. Dign tich du6i dtrdng cong

cua ilosfamid tdng tuy6n tinh trong ph4rn vi li€u tir 1 - 5 glm'.

- Ifosfamid vd c6c ch6t chuy6n h6a cluo. c phdn ptrOi thip co th€,

k6 ci ndo vd dich nSo t[y. Th6 tich phdn b6 x6p xi 33 lit (hoi

cao hon d ngudi b6o phi vd ngudi tr6n 60 tu6i). Ifoslamid c6

nira ddi trong huy6t tuong x6p xi 15 gid sau khi dtng li6u ttr

3,8 - 5,0 g/m2 vA nta eldi hoi ngin hor vdi nhtng liOu th6p

hon.

- Sau khi truyAn tinh m4ch 4 - 5 g/m2, n6ng clQ ifosfamid trong

huy6t tuong giAm tuy6n tinh, php thuQc IiAu. N6ng d$ trong

huy6t tuong cira mi tqc ifoslanricl vd ctra ch6t chuydn h6a

cloracetaldehyd giAm gi6ng nhu thu6c mp. Thdi gian b6n thii
tdng theo tui5i vd d ngudi bdo phi. Nria ddi dAo thii d nguoi lon

c6 chfc ntrng gan vA thfln binh thudng Id khoAng 15 gid. Thdi

gian bdn thii cta mt tAc ifosfamid ld 5 - 9 gid.

- Ifosfamid vd ciic dAn ch6t dugc deo th6i chir yi5u qua nudc

tiOu. Khodng 60 - SOyo li6u thu6c elugc bdi titlt vdo nLrdc tir3u

tong72 eio, 14 - 34%o ds1i d4ng kh6ng bi6n d6i; lO - 14%

dtrdi dang decloroethylfosfamid; 4 - 7Yo duli dqng 2-decloro

ethylfosfamid; | - 3% dtrdi d.1ng carboxyifosfamid; c6c chAt

t<hdc c6 kh6ng d6ng k6 (du6i l% lidu ifosfamid).

- Cirng vdi 4-hydroxy ifosfamid, ch6t acrolein gdy kich rmg

br\ng quang cfing dugc bdi titSt qua thfln vd c6 thi5 tich lly tdi

n6ng dQ cao trong bdng quang.

13. Quy cdch d6ng gdi: Hgp I l9 bgt cl6ng klr6 pha tiOm.

14. Didu kifn bfio quin, h4n tlirng, ti0u chuf,n chit lu'o.'rrg

c0a thu6c

14.1 Di0u kiQn b6o qudn; Noi kh6, nhiQt dQ kh6ng quri 30"C.

tr6nh iinh sdng.

14.2tlqn dtng: 24 th6ng kO ttr ngdy sAn xuit.

Ilqn dtng sau khi pha ch6: t6i da 24 gidbAo quan o nhiOt d<2 2 -
goc.

14.3 Ti0u chudn ch6t lugng: USP.

15. TOn, dia chi co s6'sin xuiit

CONG TY CO PHAN DUQC - TTBYT BiNIt DINI I

(BIDIPHAR)

498 Nguy6n ThAi Hgc, P. Quang Trung, Tp. Quy Nhon, tinlr

Binh Dinh, Viet Nam

ET:0256.3846500 - 3846040 * Fax: 0256.3846846
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